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TECHNICAL SUPPORT SECTION TOXICOLOGY R.EVIEW - I 

Disinfectants IIranch 

	

IN  Tune ?3 ^° 	 OUT 	(Nct 
 

Reviewed by 	1!;.ex .rrce 	 Uate  (-N~ ~1 n"  

EPA Reg. No• or File Symbol 	1? 10- ( ~̀? ("n ) 

EPA Petition or EUP No. ':one 	 I 

Date Division Received  r)6-^d- 0 A  

Type Product(s):  I, (D) H, F, N, R, S  

Data Accession  

~ 	Product Mgr. No. 	 T n, 	 i  

Product Name ( s) 9-*. SrPAUC 19054 

Company Name ( s) n•nyei ican R•anam; ca ('rnpany 

Submission Purpose r,r,~licat.ion for Pectistration, Data revi.ew 

Chemical & Formulation 	Snrav ( I:iqui.d ) 

00 
	Active Ingredient (s): 	 $  

n-Alkyl ( 60%C14, 30 $C16, 5%C'12 , 5$c'.18) 

	

clime thy 1ben zy 1 ar.mni tun c.h lori rle 	 0.12 5% 

n-niky 1( 6P $ C L? , 32 % C 14 ) dimetl^.yl 

	

ethyhc~z_vl ar:manitm. chloric?e 	 0.125 $ 
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3A.CKGR.OUT0  

The product w'Lll tae used as a  risinf.ectant Deoc'•ori.zer  

iZPCOMMM?TIONS  

The data subm:,ttec are adeauate to place tne oroduct testeci in the Eollowing 

toxiclty category: 

STUDY 	 "MX t'AT=GORY  

Acute Oral  

Acu t A De tzra 1  

Acuta rnhalation  

. 	 Sk:n Irrltat:on  

Sye Irritatlon 
zz' 

Sensitizatio
l-R-P  STATUS  L  : ~a~

ve 
 

This product :fj4e5/does not reuuire sFecial packaging 

L,ASIIL 

Revise the precautionary, statement-- to reac: " Causes eye irritation, 

c'.o not get in eyes on sk 	
$I

in or on czothing. 	 ~ 

~ 

~ 
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DATA PEVZ zW  

Test Laboratory: 	F3iosearch Tncorporated Phiiac'e?phia , Pa. 19134 

Project # 88-607 4A 

	

Acute Oral LDqp 	C-PR 81.1 

Re;cort date:  r,ar,-j, p RP 	 MRID No. "OF274-05 

Method of Testing:_ CF2 R1-1 

	

0 
	

Species: 	Rnr-, 	qprag,n -n~al r~y  

Sex : 	r'.ale anO •€ema1es 	 Leve 1 s Tested :  5 •~' ~3~g  

Age: 	Ac?ults 	No. Animals/dose: 	5 m and 

Weights:  2on  tQ  snn q 	 Via:  Intubation  

Materi.al:  Uncliluted 	 Observation days:  14  

NecrcQsy:  All anirnals 

Procedure 

'r2-te rats werE treated wi th the material by gavage ( f.asted 

	

. 	overnight ) and observed for changes in b~~,  weight behavvioral changes and 

signs of tor.icity . A11 anirals were necropsied 

Results: 

Signs of 'Ibxicity : t'1r,apeared norntial 

Body t%leights . Gained 

Z%Sortality : None 

Necrogsy : ttnremar}_ahle 

Conclusion: Ztie Acute Oral LE ~50 is  greater than 5 g,/I g~ 	 _ 

Core 	"tinimul 	 data 

Toxlc_ty catecory.  1" 
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Acute Dermal LDcn 	C_r•a 81•2 

Rer.,ort Date:  r+arch 3 S£i 	 -MRID No.  406894-06  

Method oE Testim: 	CF'.T? 81-2  

Speci es : 	i t ,Albino 	 Levels Tested  2.06 cr  

Szx: 	t4ale and female 	No./animals/dase 5 m and 5 f 

Age= 	p_dults 	 via: 	Ocluc?ed Patc.h  

weight: Aoceotable 	 Observation days: la 

~ 	 Material: 	[7r_rli_lutn_d 	 Necropsy:  ~11 anim-jLs  

Procedure 	'^he rabbits were tteatec'. with fihe r,kzterial in previouslv 

clipped areas of the back, under a protective bandage .'"h.e handages were 

rer.►oved and the areas wiped free of material after 24 hours exposure . 

ohservations for behavioral changes, hoey weic7hts and signs of toxicity 

=•iere recorOeci. 

AnimLs that died were necropsied, a.il animals t,*ere sacrificed and necropsied 

at the end of the study 

Result 

~ 	 Signs of Toxicity:  Severe derma'.  irritation , loss of hoc?y weight , fiia.rrahea 

Mor ta 1 i ty :  nne ferrua.le at dav 12 , arter showing enaciation 

3ody we:gh ts : % A"'erage + T'luctuation in males , fenkil.es  gained 

Necropsy:  Sk i.n irritation , a1]. males and females , c ~-ie female , nasal 

dischargn and one c*.iarrahea, dehavdIration and c'.eath. 

Cor,clusions: The Acvte Dermal LD50 is_ _ areater than 2.06 g/~g 

Core t'IinimLun 
	

data 

Tox ~city Category: 111 
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Pr:rrarv Eve Irritatzon 	 CFR 81.4 

Biosearch Prroject # ~ "13$8-9082 D 

?.zaort Date:  ".aY 23,8?8 	 MID No. 	446P94-07  

Me t noa o f'"es t- r:g 	(Ep 81-4 

Soecies: 	Raz,lhi r<; 	 flbservat:on days: 	14  

Dosz : 	p 1rn I 	 MatQr ia ls : 	[Tncii ] utpd  

. 	 No. of afli[tlals : 	C 	 V:a: 	pcn1l ar i ngt-i 7lat-i bn  

Areas: 	C~ng %to 	 Necropsy: 	,tn  

Procerlure 

?'re rahbit.s were treatecl with the matera.il instilleu into tY:e 

eye , i.n the con jmct9.val s7c .`!'he eyes wei-e not was:^ed , th.e other , non trea- 

ted eye served as control . 

0 	Results: 	p
,
Ir 	Corneal opacity  ,,,d i6 	Iritis developed 

Conjunctival irritation was 	G/6,.moderate tn severe  

Ey4:?s wd clearni 2/6 showed corneal opaciCI till. t1:e 7 r3ay,  , 5/6 cronjLntiA t-is. 

Core 	mini.:~urn 	 data 

Tox:City Category: __  11 
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Pri;nary Skin rrritation 	CFR 81.5 

IIiosearch Project # 88-6074A 

Report Date: 	I'db 26 88 	MRID No.: 406894-08 

Method of Testing: 	Cr'R 81-5  

Species: 	P.ahhits 	Observation days: 72 t1ours 

No. of an:mals 	6 	 Material:  Uncii.luted  

Dose: 	0,5 ml 	 Via: 	Occl.uded patch • 	Areas:  r1;nn,-.d in the hack 	 vecrogsy: 	No  

Procedure 	6 rahhits were trea -ted with the material in intact , pre- 

viously eLigped areas o£ the hacti ."_'he iseated areas were protected wit}i 

gauze patch . Wrappi.ngs were rerovecl after 4 hours ancl teeatec? a:eas :oashed 

with tap water . 

Results: Sl}ght 	Irritation was `ound in 	h/E 	animals 

0 
	

Conclusion: The product is a 	c ~ ;ht  ,-,, 	-vskin irritant 

Core 	lri.nimun 	 data 

Toxicity Category: 	iv 
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permal Sensitization 	CFR. 81.6 

Biosearch Project #`• 88-6074n 

Report Date : 	~~pril 4 8II 	 I~IRID No , 40 6 89 4- 09 

Method of Testing: 	Modi fic-] BLph1Pr M thod cr? 81-6 

Specie : 	Guinea pigs  

• 	Do5e = 	0.5 ml , induction /challenge  

Challenge dose: 	0 5 m ~  

Areas : 
 C-Iipped , 44i they t-  

No. of animals used:  12 n,ales  
Material:  unc~.iluted 

 24 hours after 
QbSerVatiOn days :  challenge dose  

Challenge application day : 3 weeI's 
Vla : Oecludec? patch 

PRUCIDUF'-E 	̀='he TfL_3terlal was tested in previously clipped areas of the back of 

male gvinea pigs .. Nine applications were used , Aurati.on , 6 hours 

a-nd a rest period of at least one day . Total induction application was 

9 at which tirre the animals were allaaed to Lest for 2weeks hefore the 

~ 	 chal..lenge dose 
ReSUltS : 

Negative results were observed . 

In another tast ( Biosearc.h Project # 88-6074A ) using a positive eontrol 

ErytAe ,

naoro-2,4-dinitrobenzene ) tr:e results :ere positive 

Edt...'1T1a : 	Nnnn 

Conclu,sions : The product is  	;, 	dermal sensitizei 

	

nre  Mini:nu W 
	data 

T,_;:;:. city Category: 
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acute Inhalation LC Sn 	CFR 31.3 

• 

Dioserach project r p$-607 41A 

E2enort Date: 39arch 22 88 	 MR?D: 

Method of ?'esting: 	C~'R 81-3 - 	— 

Species: 	rats  

5ex: 	rlal_e auzd female 

Nge : 	aaults_ 

we iah t: 	a,cgentat-, lc-1 

Mater'.al: rin(3ilutcY ( aercso]_ 

Procedure 

10G8P4-11 

Leu?ls tested: 17.4 rng/1 

No.animals/dos?- 5 m and 5 f 

via: Inhalation c.t:arrber 

Obse rva t ion days : 	lA 

Necropsy• All 

"_fie rats were tTeat.ec2 wi th tre material via intYalation (chanber) , for 

4 hours and cabserved for signs of toy-icitv ar:d changes in hody weinht 

Concentration 	17.4 r,~/1 , naninal; 1.00: 	r.xg11 F.nalytical 

0.54 mg/1 , respirahle 

RAsults 

0 
	

Sicros of toYicity: 	tinremm-irkable 

Mortali tv: 	IIor►e 

Bocly Weiahts• CTni~.ma.rva})le 

Necropsy: 	?;nreinar}•able 

Conclus:ons: The Actite Inhalation LCSp is 	cireater than 4.00 nxg/1 

Core 	Minutinua 	 data 

`Ibxicity Category: 111 
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EFFICACY EVALUATION AND TECHDIICAL MANAGEMENT St:CTION 

EFFICACY REVIEW - II 

Antimicrobial Program Branch 

EPA Petition or File Symbol 	1730-ON 

Date Division Received 	09-01-88 

MRID Nos. 	 406894-12 

0 	Product Manager 	31 (Lee 

Product Name 	Pine-Sol®Spray 19054 

Company Name 	American Cyanamid Company 

202.0 	Recommendations 

202.1 	Efficacy Supported By The Data 

The submitted data developed by the Modified A.O.A.C. 
Germicidal Spray Products Test Method are acceptable 
to support effectiveness of the product as a general 
disinfectant against Staphylococcus aureus and Salmonella 
choleraesuis on moderately soiled, hard, non-porous 

~ 	surfaces 5$ blood serum) which are thorougtily wet by 
the spray for a contact time of 10 minutes. 

202.2 	Efficacy Not Related to Human Health 

The submitted data against Aspergillus niger to support 
efficacy as a fungistat is not considered to be directly 
related to human health. Therefore, under the efficacy 
data waiver, such data are not required to be submitted 
or reviewed. 

203.0 	Labeling 

No Adverse Comments. 
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EFFICACY EVALUATION AND TECHNICAL MANAGEMENT SECTION 

EF'FICACY REVIEW-I 

Antimicrobial Program Branch 

IN 	12-20-88 Out 	02-24-89 

q..~ ti~ c~ ; 	~, c~ ~-tt_ A  !s q 
lteviewed By 	Srinivas Gowda Date 	02-24-89 

EPA Reg. No. 	or File Symbol 1730-ON  
~ EPA Petition or EUP NO. None 

Date Division Received 09-01-88 

Type Product General Disinfectant 	(Household use) 

MRID Nos. 406894-12 

Product Manager 31 	(Lee) 

Product Name Pine-Solb Spray 19054 

Company Name American CYanamid Company 

Submission Purpose New Application 

Type Formulation 	Liquid to be used undiluted in Trigger type Mechanical  ~ 
Spraying Device 

Active Ingredient(s): 	 ~ 

n-Alkyl (60$ C14, 30$ C16, 5$ C12, 5% C18) 
dimethyl benzyl ammonium chlorides .................................0.125 

n-Alkyl (68$ C12, 32$ C14) dimet11y1 
ethylbenzyl ammonium chlorides .....................................0.125 
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200.0 Introduction 

200.1 Use(s) 

See attached proposed label. 

200.2 Background Information 

The submission received 09-01-88, 	is an application 
for new rer3istration. 	Efficacy data and proposed 
lanels were provided. 

201.0 Data Summary 

201.1 Brief Description of Test 

Bactericidal test reports by R.T Hennessy, American 
Cyanamid Company, Shulton Research Division, 	697 Route 
46, 	Clifton, 	NJ 07015, 	dated 04-09-88 	(MRID Nos. ~ 
406894-12). 

201.2 Test Summaries 

a. 	Bactericidal Tests 

1. Method: 	Modified A.O.A.C. Germicidal Spray 
Products Test Method. 

2. Modifications: 	The study was modified to 
include 5$ horse serum as 
organic soil load. 

3. Samples: 

Batch No. 	Mfg. Dates 	Test Dates 

• 2620-5A 	02-01-88 	04-09-88 
2620-5B 	02-01-88 	" 
2620-32A 	03-24-88 	" 

*2620-5B 	04-09-88 	" 

*60 days old sample. 

4. Dilution: 	Undiluted 

5. Exposure: 	10 minutes at 20 ° C 

6. Subculture Medium/ Neutralizer: 	Letheen Broth 

7. Incubation: 	48 hours at 37°C 

8. `I'est Bacteria 	 ATCC No. 	Phenol Res.  

Staphylococcus aureus 	6538 	1:60 

Salmonella choleraesuis 	10708 	1:90 

0 



• 	• , 	• 
9. Survival of Inoculum on Control Carriers After 

Drying: 

Staphylococcus aureus 	8.9 x 10 7  cfu/ml 

Salmonella choleraesuis 	1.5 x 10 5  cfu/ml 

10. Test Results: 

# 	# 
Organism 	Batclt 	Carriers 	Positives/Total 

No. 	Tested 	Carriers Tested 

Primary 	Secondary 

S. 	aureus 	2620-5A 	60 0/60 0/60 

2620-5B 	60 0/60 0/60 • 
2620-32A 	60 0/60 0/60 

*2620-5B 	60 0/60 0/60 

S. 	choleraesui s 	2620-5A 	60 0/60 0/60 

2620-5B 	60 0/60 0/60 

2620-32A 	60 0/60 0/60 

*2620-5B 	60 0/60 0/60 

11. Conclusions: 	Satisfactory performarnce vs. test organisms. 

i 
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